PATENT COOPERATION TREATY 



PCT/JP2002/01C 



• 


From the INTERNA-^^L BUREAU 


PCT 

NOTIFICATION OF TRANSMITTAL 
OF COPIES OF TRANSLATION 
OF THE INTERNATIONAL PRELIMINARY 
EXAMINATION REPORT 

(PCT Rule 72.2) 


To: 

BANYU PHARMACEUTICAL CO., LTD. 
2-3, Nihombashi Honcho 2-chome 
Chou-ku, Tokyo 103-8416 
JAPON 


Dale of mailing (davAnontliAear) 

02 December 2004 (02.12.2004) 




Applicani's or agent's file reference 
PCT-0210 


IMPORTANT NOTIFICATION 


Iniemaiional applicaiion No. 
PCT/JP2002/010186 


Iniernaiional filing dale (day/monili/vear) 

30 September 2002 (30.09.2002) 


AppHcam 

BANYU PHARMACEUTICAL CO.. LTD. et a! 



1. Transmittal of the translation to the appUcant 

The Iniernaiional Bureau transmits herewith a copy of the English translation made by the International Bureau of the inieniational 
preliminary examination report established by the International Preliminary Examining Authority. 

2. Transmittal of the copy oT the translation to the elected Oflices. 

The Iniernaiional Bureau notifies the applicant that copies of that translation have been transmitted to the following elected Offices - 
requiring such translation: 

A2. CA. CH, CN. CO. EP, GH, KG. KP. KR, MK, MZ, RO.*RU. TM 

The following elected Offices, having waived the requirement for such a transmittal at this time, will receive copies of that translation from 
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AE, AG, AL, AM. AP. AT. AU. BA, BB. BG, BR. BY, B2, CR, CU, CZ, DE, DK, DM, DZ, EA, EC. EE, ES. Fl, GB. GD. GE, 
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3. Reminder regarding translation into (one oO the olTicia] languagefs) of the elected Omcc(s). 

The applicant is reminded ihal, where a iransiaiion of the iniernaiional applicaiion must be furnished to an elected Office, thai translation 
musi contain a translation of any annexes lo the iniernaiional preliminary exaniinaiion report- 
It is the applicant's responsibility to prepare and furnish such translation directly to each elected OfTice concerned (Rule 74.1). Sec 
Volume II of the PCT AppUcant's Guide for further details. 
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1. 



This international preliminary examination report has been prepared by this International Preliminaiy Examining Authority 
and is transmitted to the applicant according to Article 36. 



This REPORT consists of a total of . 



. sheets, including this cover sheet 



□ This report is also accompanied by ANNEXES, i.e., sheets of the description, claims and/or drawings which have been 
amended and are the basis for this report and/or sheets containing rectifications made before this Authority (see Rule 
70. 1 6 and Section 607 of the Administrative Instructions under the PCT). 



These annexes consist of a total of _ 



sheets. 



This report contains indications relating to the following items: 
Basis of the report 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

Certain documents cited 

Certain defects in the international application 

Certain observations on the international application 
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INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



a] application No. 

PCT/JP2002/010186 



L Basis of the report 



1 . With regard to the elements of the intemational application:' 
the intemational application as originally filed 

the description: 

pages 

pages 

pages 



□ 



, as originally filed 
, filed with the demand 



, filed with the letter of 



□ 



the claims: 

pages 

pages 

pages 

pages 



, as originally filed 

, as amended (together with any statement under Article 19 

, filed with the demand 



_ , filed with the letter of 



□ 



the drawings: 

pages 

pages 



, as originally filed 
, filed witii the demand 



filed with the letter of 



I I the sequence listing part of the description: 



pages 



, as originally filed 

_ , filed with the demand 



. , filed with the letter of 



2. With regard to the language, all the elements marked above were available or furnished to this Authority in the language in which 
the intemational application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language which is: 

I I the language of a translation fumished for the purposes of intemational search (under Rule 23.1(b)). , 
I I the language of publication of the intemational application (under Rule 483(b)), 

I I the language of the translation fumished for the purposes of intemational preliminary examination (imder Rule 55.2 and/ 
or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international ^plication, the intemational 
preliminary examination was carried out on the basis of the sequence listing: 

I I contained in the intemational application in written form. 

I I filed together with the intemational application in computer readable form, 

I I fumished subsequently to this Authority in written form. 

I I fumished subsequently to this Authority in computer readable fomi. 

I I The statement that the subsequentiy fumished written sequence listing does not go beyond the disclosure in the 
intemational application as filed has been fumished. 
. I I The statement that the information recorded in computer readable form is identical to the written sequence listing has 
been fumished. 

4. I I The amendments have resulted in the cancellation of: 

I I the description, pages 

I I the claims, Nos. 

I I the drawings, sheets/fig , 



□ This report has been established as if (some of) the amendments had not been made, since they have been considered to go 
beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 

* Replacement sheets which have been furnished to the receiving Office in response to an invitation under Article 14 are referred to 
in this report as "originally filed" and are not annexed to this report since they do not contain amendments (Rule 70, J 6 
and 70,17). 

**Any replacement sheet containing such amendments must be referred to under item J and annexed to this report. 
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III. Non-establishment of opinion with regard to noveltj', inventive step and industrial applicability 



1. The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non obvious), or to be 
industrially applicable have not been examined in respect of: 

I I the entire international application. 

claims Nos. 14-23 



because: 



the said international application, or the said claims Nos. 3 4-23 



relate to the following subject matter which does not require an international preliminary examination (specify): 

See supplemental sheet 



□ the description, claims or drawings (indicate particular elements below) or said claims Nos. 
are so unclear that no meaning&l opinion could be formed (specify): 



□ the claims, or said claims Nos. are so inadequately supported 
by the description that no meam'ngfiil opinion could be fomied. 

[V] no international search report has been established for said claims Nos. 14-23 , 



2. A meaningful international preliminary examination cannot be carried out due to the failure of the nucleotide and/or amino acid 
sequence listing to comply with the standard provided for in Annex C of the Administrative Instructions: 



I I the written form has not been furnished or does not comply with the standard. 

I I the computer readable form has not been iiimished or does not comply with the standard. 
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Supplemeutal Box 

( To be used \^en the space in any of the preceding boxes is not sufScient) 
Contmuation of: 1 1 1 . 1 . 



The inventions set forth in claims 14-23 pertain to 
methods for treatment of the human body by therapy. 
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V. Reasoned statement under Article 35(^) with regard to noveJt3% inventive step or industrial applicability; 
citations and explanations supporting such statement 



1 . Statement 

Novelty (N) 

Inventive step (IS) 
Industrial applicability (lA) 



Claims 
Claims 

Claims 
Claims 

Claims 
Claims 



5-13, 28-33 



1-4, 24-27, 34, 35 



1-13, 24-35 



1-13, 24-35 



YES 
NO 
YES 
NO 

YES 
NO 



Citations and explanations 

/ Docrutient 1 
Document 2 
Document 3 
Document 4 
Document 5 



Cancer Research (1996), 56 (4), pp, 789-93 
WO 01/87307 A2 
EP 545195 Al 
JP 10-245390 A 
WO 97/9339 Al 



Explanations 

Document 1 above, cited in the international search 
report, discloses compositions having an anticancer 
action, in which a compound of formula [I] presented in 
claim 1 is used together with cisplatin. The inventions 
set forth in claims 1-4, 24-27, 34 and 35 are same as 
this; therefore, these inventions are not novel and do not 
involve an inventive step. 

Neither documents 1-3 above, cited in the 
international search report, nor documents 4 and 5 above, 
cited for the first time in the written opinion, disclose 
the inventions set forth in claims 5-13 and 28-33; 
therefore, these inventions are novel. However, as 
disclosed in dociaments 1 and 2, concomitant use of anti- 
cancer drugs in order to heighten the anticancer effect is 
known art, and the compounds described in claims 5-9 are 
either compounds disclosed in documents 4 and 5 or could 
be derived easily by suitable alteration of the 
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substituent groups in compounds disclosed in documents 



1-5. Therefore, a person skilled in the art could easily 
use these compounds in combination with an anticancer 
agent such as cisplatin. The dosage form is also such as 
could be selected at the discretion of a person skilled in 
the art. Therefore, the inventions set forth in claims 
5-13 and 28-33 do not involve an inventive step. 
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